IHCTPYKLIA ' %AT_BEPJDKEHO
H aKa3 MIHICTepCTBa OXOPOHKU

ana MeanyHoro 3acTocyBaHHA JNIKapCbKOro 3aco6y 3A0POB'A YkpaiHu

15.03.2022 Ne 486

MICTON® e UAets o
®
( M I S TO L ) HaKa:a:;l\;lvilIHI-iIgITeBpI-<I:E'§e|1E g)(()oporm

370poB'a YKpaiHu
30.10.2023 Ne 1866
Cknaod:
Oitoya pevosuHa: MeTpoHigason (metronidazole);
1 cynosuTopii MicTUTb MeTpoHigasony 500 mr;
00NnomiXKHa peyo8UHa: TBEPAMNIA KIP.

Nikapcbka dpopma. CynosuTopii BariHanbHi.
OcHosHi hisuko-XimiyHi enacmugocmi: cyno3uTopii Big 6inoro 4o CBITNO-XOBTOrO KONbOpY, TopneaonoaibHoi hopmu.

(dapmakoTepaneBTMYHa rpyna.
IMpoTUMIKpOBHI Ta @HTUCENTUYHI 3aC06W, LLO 3aCTOCOBYHOTLCS Y FHEKOMOTIT.
Kon ATX GO1A FO1.

®apmakonoeiyHi enacmueocmi.

GapmakoduHamika.

MeTpoHigason Hanexutb 40 HiTpo-5-iMiga3onie i Mae WWPOKWA cnekTp Aii. MPaHUYHUMK KOHLEHTpaLisiMu, sKi
[03BONSIOTb BifIPi3HATW YyTNMBI WTamy (S) Bif LWUTaMIB 3 NOMIPHO YYTNMBICTIO, @ LUTaMM 3 TOMIPHOK Yy TAMBICTHO — Bif
pesncTeHTHUX Wwramis (R), €: S<4 mr/niR >4 mrin.

[o npenapaty uytnusi: Peptostreptococcus spp., Clostridium spp., Bacteroides spp., Fusobacterium spp.,
Porphyromonas, Bilophila, Helicobacter pylori, Prevotella spp., Veilonella. MeTpoHigason cTpumye po3BUTOK
Havnpocriwwx: Trichomonas vaginalis, Giardia intestinalis (Lamblia intestinalis), Entamoeba histolytica. [lo npenapaty
HenocTiliHo YyTnuBi: Bifidobacterium spp., Eubacterium spp. Hewytnusi wramw mikpooprasiamis: Propionibacterium,
Actinomyces, Mobiluncus.

DapmakokiHemuka.

[icns BariHanbHOro BBEEHHS CUCTEMHE MPOHUKHEHHS! € MiHIManbHUM.

lMepiog HaniBBMBEAEHHS 3 NNa3Mu CTaHOBUTL 8—10 roguH.

3B'A3yBaHHs 3 Ginkamu nna3mu kpoBi HesHauHe (MeHLue 20 %).

LUBnaka i BupaxeHa Andysis y nereHi, HUPKKM, NeYiHKy, XO0BY, CIMHHOMO3KOBY PiAHY, LLKIpY, CIMHY Ta BariHanbHWi
cekpeT. MepeTuHae nnaLeHTapHi 6ap'ep i eKCKPETYETbCS B rPYAHE MOSOKO.

MeTa6oniam BinbyBaeTbCS rONOBHIM YMHOM Y NEYiHL: YTBOPHOIOTLCS ABA HEKOH'IOrOBaHi OKWCTIEHI akTBHI MeTabonith
(5-30 % akTuBHOCTI).

EkckpeLjis — nepeBaxHo Hupkamu: 35-65 % Bia 0TpUMaHOT 4031 BUBOAMTLCS i3 CEYeto Y BUrMSAAI METPOHILA301y i 10ro
OKuCneHUX MeTaboniTiB.

Kniniuni xapaktepucTuku.
Moka3aHHs.
MicueBe nikyBaHHS TPUXOMOHaAHOIO Ta HeCneLNIYHOro BariHiTiB.

lMpomunoka3aHHs.

MigBuiLeHa YyTNMBICTb JO MeTPOHigas3ony abo [0 iHLOro KOMMOHeHTa npenapaty. linepyyTnuBICTb 4O MOXiAHUX
iminasony.

KombiHauiji 3 aucynbcpipamom abo ankoronem (anB. po3ain «Bsaemogis 3 iHLWMMM nikapcbkumi 3acobamm Ta iHLLi BUam
B3aEMOAii»).

B3aemo0is 3 iHwumu nikapcbkumu 3acobamu ma iHwi eudu e3aemoditl.

AnTabychuin edoekt. IcHye Garato nikapcbkux 3acobiB, siki 3anyckaloTb aHTabyCHy peakLito Ha amnkorofb, i iXHe
OfjHOYACHe 3aCTOCYBaHHS 3 aNKOronem He pekoMeHayeTbCs.

KombiHauii, wio He pekomeHAyrombcs.

[ucynbipam. MoBifoMnANM Npo BUNAAKN rOCTPUX TPAH3UTOPHUX PO3MAAiB 3 MApPEHHAM (FOCTPUI Hanag MapeHHs,
CNNyTaHiCTb CBIZOMOCT) y NaLieHTiB, siki NpUiAMani 0aHOYaCcHO METPOHIAa3on i aucynbdipam.

Ankoronb (y cknagi HanoiB abo sik fonomixHa peyoBuMHa). He crif BXvBaTV ankoronbHi Hanoi Ta npuiMaTy npenapartiu,
sKi MICTATb CIMPT, NiA Yac NikyBaHHA Ta NPOTAroM NPUHANMHI Le OAHOTO AHS NICAS KOr0 3aKiHYEHHS Yepe3 MOX1Be
BUHUKHEHHS! aucynbdipamonoaibHoro (aHtabycHoro edekTy) mpunnveu, eputema, 6ntoBaHHs, Taxikapgis). Cnig
OpaTu [0 yBari Yac NOBHOMO BUBEAEHHS MpenapaTy 3 OpraHiamy, BpaxoBytoui nepiof 1oro HaniBpoanagy, 4o novaTky
B)XVMBaHHS anKoronbHx Hanois abo npuitomy nikapcbkux 3acobis, siki MICTATb CIMPT.

BycynbhaH. MeTpoHiaason Moxe niasuLLyBaTy piHi 6ycynbaHy y nnasmi KpoBi, Lo MoXe MPU3BECTU A0 3HAYHOTO
TOKCMYHOTO BnMBY OycynbgaHy.

Kombinauii, ski gumaearoms 3anobixHux 3axodi npu 3acmocysaHHi.

[NepopanbHa Tepanis aHTukoarynaHTamu. MocuneHHs edekTiB nepopanbHNX aHTUKOArynsHTIB Ta MigBULLEHHS PU3NKy
reMoparivyH1X ycKknagHeHb Yepe3 CroBiNbHEHHs iXHbOro MeTaboniamy y neviHui. HeobxigHo vacTile KoHTpontoBaTy
piBHi NpoTpoMGiHY Ta 3pgiicHioBaTM Harnsg 3a piBHAMW MHB (MiXHapogHOro HOpMani3oBaHOTO BifHOLIEHHS).
PekomeHnayeTbCa KOpUryBaHHs [0O31 NepopanbHOro aHTUKOArynsHTY Mif Yac NpMitoMy METPOHIAa30ry Ta NpoTsrom 8
[IHIB Micns 10ro BiAMIHN.

JliTivt. MigBULLEHHS KOHLIEHTPALLiA NiTito B KPOB, SIKi MOXYTb A0OCAraTI TOKCUYHWX PIBHIB, 3 03HakaMm nepeao3yBaHHs
niTito. HeobxigHO nepeBipsATM KOHLEHTPaLlilo NiTito B KPOBI Ta Yy pasi HeODXiAHOCTI NPOBECTM KOPEKLito 403yBaHHS
npenapary fiTito.

LinknocnopuH. IcHye puank MigBULEHHS PIBHIB LMKNOCMOPWHY B CMPOBATLi KpoBi. AKWO npenapatv HeobXigHo
MpUIAMaTH OAHOYACHO, CiA PETENBHO KOHTPOMIOBATY PIBHI LIMKNOCTIOPUHY Ta KpeaTuHIHY.

PudbamniuyH. 3HVKEHHS! KOHLIEHTPaLLi MEeTPOHiaa3ony y nna3mi KpoBi BHACMIZoK cTumynsuii ioro metaboniamy B
neviHyi pucpamnitmHom. Tig vac Ta nicns nikysaHHA pucbamnilyHOM CRif 3AICHIOBATY KIHIYHWIA MOHITOpUHT. Moxe
OyT1 HeobXiAHO0 KOpeKL|ist A03yBaHHS METPOHIAa30ry.

MpoTncynomHi Npenapatu, aki € iHoykTopamn dhepMeHTiB (kapbamaseni, docdeHiToin, deHobapbitan, deHiToiH,
NPUMILOH). SHIKEHHS KOHLLEHTpaLii METPOHIAA30nMy y Nnaami KpoBi BHACNIAOK CTUMYNALi horo meTaboniamy B neviHui
iHoykTopoM. [Mig Yac Ta nicns nikyBaHHs iHAYKTOPOM CIif 3GiMCHIOBATY KIiHIYHWIA MOHITOPUHT. Mosxe 6yTh HeobxigHoK
KOpeKLiis 403yBaHHs METPOHIAa30ny.

Kombiauji, ki nompebyroms ocobnusoi yeaau.

5-OTopypaumnn (Teradyp. kaneuntauuH). 3HUKEHHS KnipeHcy 5-chTopypauuny CpUYMHSIE NiABULLEHHS 110r0
TOKCUYHOCTI.

MopyLieHHs piHosar MHB (MixHapoaHe HopMani3oBaHe BiIHOLIEHHS).

Y nauieHTiB, siki OTpUMyBanu aHTUBaKTepianbHy Tepanito, PeecTpyBan1Cs YUCENbHI BUNAAKN NOCUNEHHS aKTUBHOCTI
nepopanbHUX aHTUKoArynsHTis. Mpu LboMy hakTopamm puaiKy, LLO 3yMOBITIOOTb CXUIBHICTb O TAKOTO YCKNaAHEHHS,
BUCTYNaOTb HasBHICTb iHeKLji abo BUpaxeHOro 3ananeHHs, Bik NauieHTa i 3aranbHWi CTaH Moro 340poB'a. Y Lyx
obcTaBMHax CKNagHO BU3HAYNTM, SIKOKO MipOIo Ha nopyLueHHst piBHoBarn MHB Bnnveae cama iHdekwis abo ii nikyBaHHs.
MpoTe aesiki knacv aHTUBIOTMKIB BidirpatoTb Npu LiboMy BinbLuy porb, 30kpema: (hTOpXiHONMOHM, MaKPOMIAW, LMKMiHN,
KOTpUMOKca30n i Aesiki LledhanocrnopuHu.

Pesynbratu nabopatopHux gocnigxeHb. MeTpoHigason 3gatHuid iMmobinisyBatm TpenoHemu, Lo CrpUYmHsE
XMBHOMO3NTUBHWIA pe3ynbTaT TecTy HenbCcoHa.

Ocobnusocmi3acmocyeaHHs.

Y nauieHTiB i3 TSXKKUMM, XPOHIYHMMM ab0 MpOrpecytouMMn 3axBOprOBaHHAMM nepudiepnyHoi abo LeHTpamnbHOi
HepsoBoi cuctemu (LIHC) e puank noripLLeHHs HEBPOIOriYHOTO CTaTyCy.

Y nawieHTis, siki MaloTb B aHaMHe3i reMaTonorivHi NopyLueHHst abo siki OTPUMYHOTL Mpenapart y BUCOKUX Jo3ax Ta/abo
NpOTArOM TPUBAmNOro TEPMiHY, HeOOXiAHO perynspHO pobwuTi aHani3 KpoBi, 0COBNMNBO BW3HAYEHHS KiNbKOCTI
nekoLuTiB.

Y BUNagKy TpuBanoro nikyBaHHs npenapaTom HeoOXiaHO 3AINCHIOBATY Harnsz, 3a NaLiEHTKOI0 Ha NPEAMET BUHUKHEHHS
03HaK NobIYHMX peakLilt, Takux sik LieHTpanbHa abo nepudepuyHa Heponartis (napecTesis, aTakcisi, 3anaMopOYEHHS,
CyAOMM).

MaLjieHTiB cnig NOBIROMUTY, LLIO METPOHIAA30M MOXe 3abapBIOBaTM CEYY Y TEMHII KOMIP (Yepe3 akTUBHMIA MeTaboniT).
linepyyTnumBiCTb/po3naan 3 Ooky Wkipn Ta ii noxigHux. MoxyTb BMHWKHYTM anepridui peakuii, B Tomy uncni
aHainaKTUYHWIA LWOK, siKi MOXYTb 6yTH HeBeaneyHUMN Ans XUTTS (BuB. po3gin «MobiuHi peakwiiy). Y Takomy BUNaaky
HeobXifHO BiAMIHWTY NiKyBaHHS METPOHIAA30110M | PO3MOYaTU HaneXHy Teparito.

Akwo Ha noyaTky NikyBaHHS y nalieHTa 3'ABNAETbCSA reHepaniaoBaHa eputema Ta MyCTynbO3Hi BUCKNM, SKi
CYNPOBOKYIOTHCA MIABULLEHHSIM TEMNEepaTypu Tina, CRif 3anifgo3puTi roCTpUiA reHepaniaoBaHuii ek3aHTEMaTO3HNI
nycTynbo3 (Aue. po3ain «MobivHi peakwji»); y pasi po3BuUTKY Takoi peakLii nikyBaHHs npenapaTom NoTpibHO NPUMNHUTY,
i Hapani 3acTocyBaHHsS METPOHiZa3ony sk y BWMMsAi MOHOTepanii, Tak i B kombiHalii 3 iHWMMW npenapaTamm
npoTUNoKasaHe.

|3 NpuitoMoM MeTPOHIAa30My acoLLitOI0TLCA FOCTPI LUKIPHI peakLii, BkMtoyatoum cuHapom CTiseHca—[KOHCOHa, CUHAPOM
Naenna, rocTpuit reHepaniaoBaHuii ek3aHTemaTtosHuit nyctynbo3 (ITEMM). MauieHtam noTpibHo nosigomuTi Npo
CUMNTOMY TaKWX peaKLjii, a Takox Cnig NPOBOANTI PETENbHIA MOHITOPUHT LLKIpK.

Mpw nosiBi y navjienta cumnTomie cuHapomy CtiBeHca—-[xoHcoHa, cuHapomy Jlaenna (Hanpuknag, nocTynosa nosisa
BMCUNIB Ta LWKIPHUX NyxupiB abo ypaxeHb crn3oBoi 060M0HKW) abo reHeparnidoBaHoi epuTeMM i3 MyCTYNbO3HUMM
BUCUNaMW, SKi CYNPOBOMKYIOTLCS MiABULLEHHAM TeMnepaTypu Tina, fikyBaHHs npenapaTtom NoTpibHO NPUNUHUTY, a
Hagani 3acTocyBaHHs MeTpOHiZasony sK y BUrMsAi MoHoTepanii, Tak i B komGiHauji 3 iHWMMKM npenapatamu
npoTUNoKasaHe.

Posnaaw 3 Boky LeHTpanbHOi HepBOBOI CUCTEMU. Y pasi NOsBM CUMMNTOMIB, XapakTEpHUX Ans eHuedanonatii abo
MO304KOBOrO CMHAPOMY (auB. po3ain «[1obiuHi peakuii»), NikyBaHHs NaLieHTKM NOTPIOHO HeramHo nepernsHyTH, a
3aCTOCYBaHHS METPOHIAA30MY NPUMUHUTY.

lMpo BuNagKku po3BuTKY eHledanonartii NoBiLoOMNANM B pamkax nicnsipeectpayiiHoro Harnsay 3a npenapatoM. Kpim
LbOro, croctepiranucs Bunagku 3miH Ha MPT, noB'ssaHux 3 eHuedanonarielo (aus. po3gin  «obiuHi peakyiiy).
[insiHKW ypakeHb HaityacTiLLe NokaniayrTbes B MO304KY (0co6MMBO B 3yB4acTomy sifipi) Ta y Banvky MO3ONMCTOrO Tina.
Y 6inbLocTi BUNaakie eHledanonatis Ta 3MmiHn Ha MPT 3Hukanu nicnsi npunuHEHHs nikyBaHHs npenapatom. [yxe
pigko 6ynuv noBigoOMNEHHS NPO NeTanbHi BUNALKM.

Cnig 3giCHIOBATM MOHITOPWHI CTaHy MaLieHTiB OO0 MOXIMBMX O3HaK eHuedanonatii abo LoAo 3arocTpeHHs
CUMNTOMIB Y pagi HasiBHOCTi poanagis 3 6oky LIHC.

Y pasi po3BUTKY aCENTUYHOTO MEHIHFITY Nif Yac nikyBaHHs NpenapaTom MOBTOPHe NPWU3HAYeHHs METPOHIAa3ony He
PEKOMEHAYETLCS, @ ANst NALeHTIB i3 Cepiio3HUM iHKDEKLIHAM 3aXBOPIOBAHHAM MOTPIGHO NPOBECTH MOBTOPHY OLjiHKY
CMIBBiAHOLLEHHS KOPUCTH/PU3NK.

Poanaau 3 6oky nepudepnyHoi HepBoBoi cuctemu. Criif 3MiINCHIOBATA MOHITOPUHT CTaHy NaLieHTIB LLOAO MOXMMBUX
03Hak nepudepuyHoi Heiponarii, 0cobnMBo Npu AOBrOTPUBANOMY NiKyBaHHi npenapaTom abo y pasi HasiBHOCTI TSHKKOI,
XpOHiYHOi abo nporpecytoyoi nepudepuyHoi Herponarii.

Poanaau 3 6oky neuxiku. Micns 3actocyBaHHs NePLUOi 103K npenapaTy Y NauieHTiB MOXYTb BUHUMKHYTU NCUXOTUYHI
peakLii, B TOMy Y1cni noBefiHka CaMOMOLLKOZKEHHS, 0COBMMBO NpW HASIBHOCTi B @aHaMHE3i NCUXIYHNX po3nagis (av..
po3gin «[obiyHi peakLii»). Y LboMy BUNaaKy NOTPIGHO NPUNMHIATY NikyBaHHS METPOHIZA30I10M, MOBIZOMUTY NiKaps Ta
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HeravHO BXWUTY BIANOBIAHI NiKyBanbHi 3axoau.

[ematonoriyHi edekTyt. Y naujeHTiB 3 HasiBHICTIO B aHaMHe3i po3nagiB 3 Boky cuCTEMW KPOBi Ta Y MaLlieHTiB, siKi
OTPUMYIOTb Mpenapat y BUCOKUX Jo3ax Ta/abo BNpOZOBX TPUBANOro nepiogy Yacy, NoTpibHo perynsipHo MpoBOANTY
aHarni3 KpoBi, 0c0BNIMBO KOHTPOb KiNbKOCTi NENKOLWTIB.

[pogoBXeHHs nikyBaHHS MpenapaTtoM y NaLieHTiB i3 NEMKONeHieto 3anexuTb Bif TOro, HacKinbku CEpUO3HUM €
iHCheKLiiiHe 3aXBOPIOBAHHSI.

B3aemogia 3 iHwuMK nikapcbknmu 3acobamu. OfHouacHe 3acTOCyBaHHS METPOHIAa30My Ta ankorono He
peKOMeHAYETLCS (ANB. po3ain «Baaemogis 3 iHLWMMM NikapCbkuMm 3acobamm Ta iHLLi BUAY B3AEMOZIN»).

OpHouvacHe 3acTocyBaHHS METpOHigasony Ta bycynbgaHy He pekoMeHayeTbCA (AMB. po3ain «Baaemogais 3 iHwumMm
nikapcbKMM 3acobamu Ta iHLL BULM B3AEMOLINY).

OpHoyvacHe 3acTocyBaHHsi METPOHIAa3ony Ta ancynbdipamy He PeKOMEHAYETLCS (AUB. po3gain «B3aemoais 3 iHwmmn
nikapcbKMM 3acobamu Ta iHLLi BULM B3AEMOLIiNY).

[HLWi BUAVM B3aemopin. MakcumanbHa TpuBanicTb fikyBaHHs METPOHIAA30M0M He MoBuHHA nepesuLyBaTin 10 gHis, a
KiNbKICTb KypCiB NikyBaHHS — 23 Ha piK.

3acTocyBaHHs Cyno3nTopiiB Npu BUKOpUCTaHHI Npe3epBaTyBiB abo giapparm nigsuLLye puank po3puBy NaTekcy.
[enaToTOKCUYHICTb Y NALiEHTIB i3 CMHAPOMOM KoKkelHa

Y naujieHTiB i3 cuHapomom KokkeliHa cnocTepiranics BUnaaKu LWBKAKOTO PO3BIUTKY FOCTPOT NEYiHKOBOI HELOCTATHOCTI, B
TOMY 4uCni 3 neTanbHUM HacnigkoM, Npu MpWIOMI npenapaTiB, WO MICTATb METPOHIAA30M, MpWU3HayeHnx Ans
CMCTEMHOTO 3acToCyBaHHS. [NaLlieHTam i€l rpyni MeTpoHiaason He cnig 3acToCoBYBaTH 3@ BUHATKOM BUMaAKiB, KOnu
BBAXAETHCS, LLIO KOPUCTb NEPEBaXaE PU3MK Ta NINLLE 3@ yMOBY BifiCY THOCTi ByAb-AKOr0 anbTepHATUBHOTO NiKyBaHHS.
AHanian chyHKLUiT neviHku HeobxigHO NpoBoanTY 6e3nocepeHbO O NOYaTKy 3aCTOCyBaHHS Npenapary, NpoTsaroM oro
3aCTOCYBaHHS Ta Micns 3aBepLUeHHS NiKyBaHHS NpenapaTom A0 MOMEHTY MOBEPHEHHS MOKa3HWKIB (OyHKLii neviHkv go
Hopmu abo 10 MOYaTKOBOTO CTaHy. FIKLLO Mif Yac 3aCTocyBaHHs Mpenapary aHaniav (yHKLUi neviHku AeMOHCTPYITb
MOMITHO NiABMLLEHI NOKa3HWKM, TO 3aCTOCYBaHHS npenapary CAiA NPUINHATY.

[MNayjentam i3 cuHgpomom KokkelHa crig nopekomMeHAyBaTW y BUMaaKy nosiBi Byab-skux CUMNTOMIB MOXIMBOTO
MOpYLLEHHSI hyHKLii NeYiHKW HerainHo NoBIZOMMUTY MO Lie CBOEMY NiKapko Ta MPUMMHATM NPUIAOM METPOHIAA30ny (auMB.
po3ain «MobiuHi peakLii»).

3acmocysatHs y nepiod eazimHocmi abo 200ygaHHs 2pyddio.

Bazimnicme.

[ocnimkeHHs Ha TBapuHax He NPOAEMOHCTPYBanmW TepaToreHHoro edekty. OcKinbki TepaToreHHWn edekT He
CnoCTepiraeTbCst y TBAPUH, HE OYIKYETbCS BUHUKHEHHS ManbgopmaLit y nioguHu. PesynbTati uucenbHUX KniHivHnX
JOCnimKeHb He cBigYaTb NMPO HAsBHICTb CMeLMdiYHUX TepaToreHHWX abo (EeTOTOKCMYHUX edekTiB, NOB'A3aHNX i3
MeTpoHigasonom. MpoTe BiACYTHICTb Takoro puauky Moxe 6yTW nigTBepaxeHa nuwe enigemionoriyHumm
DOCNimKEHHAMM. Y 3B'A3KY 3 LM Y ePiog BariTHOCTi METPOHIAA30M MOXHA NpU3HaYaTy NULLE Y pasi HeobXigHOCTI.
['odyeaHHs 2pyddio.

MeTpoHigason ekckpeTyeTbCs Y rpyaHe MOMOKO. Y 3B'A3KY 3 LM HEODXiLHO YHUKATU 3aCTOCYBaHHS LIbOro NikapCbKoro
3acoby y nepiofi roayBaHHs rpyAAL0.

30amicmb ennusamu Ha weudkicmb peakuii npu kepysaHHi asmompaHcnopmom abo iHWUMU MexXaHi3mamu.
MauieHTiB NOTPIGHO NONepeanTM NPO PU3NK BUHUKHEHHS 3anaMOPOYEHHS!, CMYTaHOCTI CBILOMOCTI, ramoLuHaLi,
CynoM Ta po3nagis 30py. Y pasi nosiBv Takux CUMNTOMIB NaLjieHTaM He CRif kepyBaTi TpaHCNOpTHUMK 3acobamu abo
npaLoBaTi 3 MexaHiamamu.

Cnoci6 3acmocysaHHs ma do3u.
[penapat 03BONAETLCA 32CTOCOBYBATH AN MiKyBaAHHS TiMbKI JOPOCINX NALIEHTOK.
BariHanbHui cyno3uTopiii cnig BBOAUTY rMMBOKO Y NiXBY.

Moka3aHHs Pasosa do3a Kpammicmb Tpusanicms | OdHoyacHul npuliom i3
nputiomy NTiKy8aHHs1 mabnemosaHumu chopmamu
MempoHidasony
TpuxoMoHagHMI 1 BariHanbHui 1 pa3 Ha 1oby 10 gHiB € HeobxigHnm
BariHiT CynosuTopin
HecneuudiyHi 7 pHiB 3acTocoByeThCS Y pasi
BariHiTn HeobXxigHoCTi

ABCONITHO HEOBXIHUM € OAHOYACHe MikyBaHHS CTAaTEBOrO NapTHepa NauieHTKM, HaBiTb Y pasi BiACYTHOCTi Y HbOrO
CUMNMTOMIB iHEKL.

MakcumanbHa TpuBanicTb nikysaHHs npenapatom Micton® He nosuHHa nepesuwyysatit 10 AHIB, a KinbkicTb kypcis
nikyBaHHs — 2-3 Ha piK.

Jimu.
[penapat npoTnoka3aHo 3acTOCOBYBATH ANs NiKyBaHHS AiTeN.

MepedosyeaHHsi.

[NepopanbHuii npuitoMm MeTpoHIga3ony y 4o3i Ao 12 r bys 3adikcoBaHui npy cnpobi cyilmay Ta BHACcMiLoK BUNaaKOBOro
nepeno3yBanHsi. Moxe crocTepiraTics neikoneHis, Helponaris, aTakcis, btoBaHHS, nerka ge3opieHTalis.

JlikygaHHs. Ockinbku cneumnciyHni aHTUAOT MeTPOHIAA30My HEBIZOMUIA, PEKOMEHAOBAHO NPOBOANTM CUMMTOMATHYHY
Tepanito.

Mo6iyHi peakyii.

3 6oKy mpasH020 mpakmy: He3HauHi po3naan LLMYHKOBO-KMLLKOBOTO TpakTy (Binb B eniracTpii, HyfoTa, BntoBaHHs,
Jiapes), 3ananeHHst cnn3oBoi 060MOHKM POTOBOI MOPOXHWUHM, TIOCHT i3 CYXICTHO Y POTi, CTOMATUT, CMaKoBi po3naam
(MeTanesuit npucMak y poTi), aHOPEKCisi, 3MiHa konbopy abo 3MiHa 30BHILUHLOTO BUMMAAY A3uka (Mikoa), 0b6KknaaeHuil
31K, NaHKPeaTuT, Lo Mae 000pOTHII XapakTep.

3 6oky wkipu ma if noxiOHUX: NPUNAMBK 3 rinepeMmieto, cBepOiX, BUCNK, SIKi MOXYTb CynpOBOAKYBATUCS NPOMACcHULEto,
KPOMUB'AHKA, aHTOHEBPOTUYHUI HabPsK, aHadinakTUyHMiA WOK (auB. po3gin «OcobnmBOCTI 3aCTOCYBaHHSY), Ayxe
PILKICHI BMMaZKW rocTPOro reHepaniaoBaHoro ek3aHTeMaTo3HOro NycTynbo3y (auB. po3ain «OcobnueocTi
3aCTOCYBaHHSY), TOKCUYHUIA enigepmanbHuii Hekponia (cuHapom flaenna), ¢ikcoBaHa TOKCUKOZEPMIs, CUHLPOM
CriBeHca—[})xOHCOHa Ta MynbTU(OpPMHa epuTeMa.

3 boky Hepgogoi cucmemu: nepudepuyHa CEHCOPHa HEeMponarisi; ronoBHUiA Binb, 3anaMOPOYEHHSI, CryTaHICTb
CBIZLOMOCTI, Cy[IOMM, aTaKCisl, COHNMBICTb; eHLedanonaTis®, NiagrocTpyint MO304KOBUI CUHAPOM™*, aCENTUYHIIA MEHIHTIT
(am.. po3ain «OcobnmBOCTI 3aCTOCYBaHHSY).

3 60Ky ncuxiku: ranioumHaLji; NCUXOTUYHI peakuii 3 napaHoeto i/abo aenipiem, ski B NOOAMHOKMX BUNAZKaX MOXYTb
CynpoBOMXKYBaTMCA AyMKamu CyilupanbHoro xapaktepy abo cnpobamu cyiuuay (ams. posgin «OcobnueocTi
3aCTOCYBaHHSI»); AENPECUBHMIA HACTPIlA.

3 60Ky opeaHie 30py: TMM4aCOBi NOPYLLUEHHS 30pY (HaNpUKNaa AUNONis, Mionisi, NOPYLUEHHS YiTKOCTi 30pY, 3HUKEHHS!
rOCTPOTM 30PY, 3MiHM Y CNIPUIAHSTI KONOPIB); ONTUYHA HENpoNaTis/HEBPUT.

emamonoeidHi po3nadu: arpaHynoLuTo3, HENTPONEHIS, TPOMBOLMTONEHIS, NAHLMTONEHIS Ta NEAKONEHis.
FenamobiniapHi po3nadu: NigBWLIEHHS PIBHIB MeviHKoBMX (epmeHTiB (acnaptatamiHoTpaHcdepasa (ACT),
anaHiHamiHoTpaHcdepasa (AJ1T), nyxHa docdarasa); rocTpuin xonectaTtuyHuin abo 3milaHwit renatwr;
renaTouentonsipHe yYpaxeHHst MeviHki (iHKOMM 3 MOSIBOK KOBTSHWLL); renaTtouentonsipHa HeAoCTaTHICTb (Moxe
NPU3BOANTY 10 YCKMAHEHb, SKi BAMAratoTb TpaHCnaHTaLjii neviHku).

3 60Ky opaaHig cryxy ma pigHo8azu: NOPYLUEHHS CRyXy, BTpaTa Cryxy (BKMOYaKUM HEMPOCEHCOPHMIA TWN); A3BIH Y
ByXaXx.

3 60Ky 0nopHO-PyX08020 anapamy i CNOMYYHOI MKaHUHU. Mianrisi, apTpanrisi.

IHwi nobiyHi peakyji: NigBULLEHHS TeMnepaTypy Tina, 3abapBreHHs Cedi y YepBOHO-KOPUYHEBHIA KOTIP (LLO 3yMOBIIEHO
nirMeHTamm, siki € npoaykTom MeTaboniamy MeTpoHigasony).

* KniHiuHi nposiBv eHLecbanonarii (cnnyTaHicTb CBIROMOCTI, NiABULLEHHS TeMnepaTypy Tina, NigBuLLeHa YyTIVBICTb 0 CBiTNa,
Kpu1BOLLWSA, rantoLyHaLyi, napaniy, posnaau 30py Ta pyXy) MOXyTb CynpoBOAKyBaTUCb 060POTHUMM 3MiHamn Ha MPT Ta
MWHaTL NSt NPUNMHEHHS Npuiiomy npenaparty. [yxe piako NoBiAoMMsnM Npo neTanbHi Bunaaky (ave. poaain «OcobnmeocTi
3aCTOCYBaHHS»).

** KniHiyni nposiBK NiArocTporo MO304KOBOTO CMHAPOMY (aTakcisi, AU3apTpisi, NOPYLUEHHS! XOAM, HiCTarMm, TpPeMop) MOXyTb
MWHATY NiCNs NPUNHEHHS NPUtOMY Npenapary (auB. po3ain « OcobnmBOCTi 3aCTOCYBaHHSY).

Bunagku Tskkoi HeOBOPOTHOI renaToOTOKCMYHOCTI/TOCTPOI MEeYiHKOBOI HEeAOCTATHOCTI, BKMOYAOYM BUNAAKA 3
neTanbHUMK Hachigkamn 3 Jyxe LWBUAKAM nepebirom micns noyaTky CUCTEMHOrO 3acTOCYBaHHSI METPOHiLa3omy,
NOBIAOMNANOCS Y NaLieHTiB i3 cuHapomoM KokkeitHa (avB. poagin «poTunokasaHHs»).

[NoBifOMIEHHS NPo Nigo3ptoBaHi NoBiYHI peakLlii.

[MoBigomneHHs npo nobiyni peakLii nicns peecTpaii nikapcbkoro 3acoby Mae Baxnmee 3HadeHHs. Lle nae amory
MPOBOAMTI MOHITOPUHT CMIBBIAHOLIEHHS KOPUCTL/PU3MK NpU 3aCTOCYBaHHI Liboro nikapcbkoro 3acoby. Meauynum Ta
(bapMaLeBTMYHIM NpaLiBHUKaM, a Takox naLieHTam abo iX 3aKOHHWM npefcTaBHWKaM CAig MOBILOMAATA Npo YCi
BMNAZKM Nifo3proBaHNX NobiYHMX peakwint Ta BigCyTHOCTI eheKTUBHOCTI Nikapcbkoro 3acoby Yyepea ABTOMaTM30BaHy
iHhopmaUiiiHy cucTemy 3 hapmakoHarnsgy 3a nocunanHam: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.
3 poku.

YMoBHM 36epiraHHs.
36epiraTv B opuriHanbHii ynakosji npu Temnepartypi He BuLe 25 °C.
36epiratny HegoCTynHOMY Ans AiTen Micyi.

YnakoBka.
[Mo 5 cynosutopiis y cTpuni. 10 2 CTpUNW y KapTOHHIN ynakoBL.

Kateropisi Bignycky.
3apeLenTom.

30168921000303C

BnpoGHuk.

KYCYM XENTXKEP NMBT NT4/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxomkeHHs BUpoOHMKa Ta agpeca MicLis NPOBafKeHHs Oro AifNbHOCTI.
CN-289 (A), PIIKO InpacTpian apea, Yonawki, bxisaai, ict. Ansap (PagxactaH), IHgis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

[Mara octanHboro nepernsgy. 30.10.2023.

Mistol® Suppositories/UA/B
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5. BHIWADI PACKING MATERIAL SPECIFICATION

PRODUCT NAME: ___INSERT MISTOL-500 MG SUPPOSITORY COUNTRY: __ UKRAINE (UA)

MATERIAL CODE: 4001689  a/w copE: 30168921000303C  speciFicaTioNs: . BIBLE

DIMENSION: 140 X 490 MM (FLAT)

SUPERSEDED A/W CODE:_30168921000303B COLORS:

REASON FOR CHANGE A/W: ___ ARTWORK VARIATION - BLACK

NOTE: OLD ARTWORK SHIFT IN OBSOLETE FOLDER.




